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DETAILED ACTION 

1. Claims 1-4, 7-19 and 36-45 are pending. 

2. Applicant's amendment filed on 04/17/2007 is acknowledged. 

3. A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 . 1 7(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 04/17/2007 has been entered. 

4. Applicant's election without traverse of the peptide epitope species from Ves v 5 of SEQ 
ID NO:l 1 in the reply filed on 1 1/16/2007 is acknowledged. 

5. Claims 36-43 and 45 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected species, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on 1 1/16/2007. 

6. Claims 1-4, 7-18 and 44 are currently under consideration as they read on an allergen 
hybrid protein having reduced allergenicity but retaining immunogenicity, comprising SEQ ID 
NO: 1 1 of the Ves v 5 allergen protein and a scaffold protein that is structurally homologous to 
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the Ves v 5 allergen protein, wherein the peptide epitope sequence is 9-45 amino acids in length 
and the hybrid protein has a native conformation and the peptide epitope sequence is present in a 
surface accessible region of the hybrid protein corresponding to its position in the allergen 
protein and wherein the peptide epitope sequence is substituted for the scaffold sequence and the 
allergen protein is selected from insect allergens. 

7. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

8. Claims 1-4, 7-18 and 44 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The language of claim 1 is unclear and does not distinctly claim Applicant's subject 
matter. The allergen may comprise 1 .) a peptide epitope sequence of an allergen protein AND 
2.) a scaffold protein that is structurally homologous to the allergen protein; OR a peptide 
epitope sequence that an allergen protein and a scaffold protein that is structurally homologous to 
the allergen protein both commonly comprise. Further, the recitation of "wherein the peptide 
epitope sequence is substituted for the scaffold sequence and the allergen protein is selected from 
the group consisting of grass pollen allergens, mite allergens, weed pollen allergens, tree pollen 
allergens, and insect allergens" adds to the indefiniteness of the claim. If the allergen comprises 
both a peptide epitope sequence of an allergen protein and a scaffold protein that is structurally 
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homologous to the allergen protein, then it is unclear how the recited substitution is supposed to 
work. If the peptide epitope sequence is present in both a scaffold protein and an allergen 
protein, then the claim seems to imply that they are the same sequence. So, it is unclear how the 
substitution of two of the same sequences would work. If the peptide epitope sequence is being 
substituted for the entire scaffold protein, then the allergen hybrid comprises the scaffold protein 
and it is unclear why reference is being made to the peptide epitope sequence. It is also unclear 
whether Applicant's reference to the "scaffold sequence" means the entire protein sequence or a 
part that is responsible for the structure of the protein folding. Clarification is required. 

9. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

10. Claims 1-4, 7-18 and 44 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for : allergen hybrid proteins of wasp antigen 5 wherein 
peptide epitopes greater than 8 amino acids in length obtained from a wasp antigen 5 protein of 
one species are used to replace the corresponding peptide epitopes in a wasp antigen 5 protein of 
a different wasp species and the resulting hybrid molecule demonstrates reduced allergenicity but 
maintains immunogenicity and maintains the conformation present in a wild-type wasp antigen 5 
protein, does not reasonably provide enablement for : an allergen hybrid protein having reduced 
allergenicity but retaining immunogenicity, comprising a peptide epitope sequence of an 
allergen protein and a scaffold protein that is structurally homologous to the allergen 
protein, wherein the peptide epitope sequence is 9 to 45 amino acids in length and the 
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hybrid protein has a native conformation and the peptide epitope sequence is present in a 
surface accessible region of the hybrid protein corresponding to its position in the allergen 
protein and wherein the peptide epitope sequence is substituted for the scaffold sequence 
and the allergen protein is selected from the group consisting of grass pollen allergens, mite 
allergens, weed pollen allergens, tree pollen allergens, and insect allergens of claim 1; 
wherein the peptide epitope sequence is in a loop or corner region of the hybrid protein of 
claim 2; wherein the scaffold protein has at least 50 percent sequence identity to the allergen 
from which the peptide epitope sequence is derived of claim 3; wherein the scaffold protein 
does not have more than 70 percent sequence identity to the allergen protein from which 
the peptide epitope sequence is derived of claim 4; wherein the peptide epitope sequence is 9 
to about 35 amino acids in length of claim 7; wherein the peptide epitope sequence is 9 to 
about 25 amino acids in length of claim 8; wherein the peptide epitope sequence is 9 to about 
15 amino acids in length of claim 9; further comprising a signal peptide of claim 10; further 
comprising a protease processing site of claim 1 1 ; which is a hybrid vespid venom allergen 
protein of claim 12; which is a hybrid vespid venom antigen 5 protein of claim 13; wherein 
the peptide epitope sequence is from the genus Vespula and the scaffold protein is from the 
genus Polistes of claim 14; wherein the peptide epitope sequence is from the species vulgaris 
of claim 15; wherein the scaffold protein is from the species annularis of claim 16; An 
allergen hybrid protein having reduced allergenicity but retaining immunogenicity, comprising a 
peptide epitope sequence of an allergen protein and a scaffold protein that is structurally 
homologous to the allergen protein, wherein said hybrid protein as a native conformation and 
said peptide epitope sequence is present in a surface accessible region of the hybrid protein 
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corresponding to its position in the allergen protein wherein the peptide epitope sequence is 
substituted for the scaffold sequence, said hybrid protein is a hybrid vespid venom antigen 5 
protein, said the peptide epitope comprises PKKKFSGND (SEQ ID NO: 1 1) of claim 17; 
wherein the peptide epitope sequence comprises a conservative amino acid change of claim 
18; and wherein the peptide epitope sequence is from a Ves v 5 allergen claim 44. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and or use the invention commensurate in scope with this claim. 



The specification disclosure does not enable one skilled in the art to practice the 
invention without an undue amount of experimentation. 



Applicant's arguments filed on 04/17/2007 have been fully considered, but are not found 
persuasive. 

Applicant argues: 

"The Examiner also alleges that there is no enablement for the claimed invention due 
to the unpredictability of maintaining structure upon inserting or substituting amino acids. In 
response, to advance prosecution and without conceding the validity of the rejection, Applicants 
have amended claims 1 and 17 to recite "wherein the peptide epitope sequence is substituted for 
the scaffold sequence." The Examples of the specification as filed provide ample enablement for 
one of ordinary skill in the art to make and use hybrid proteins wherein the peptide epitope 
sequence is substituted for the scaffold sequence, and the Examples also provide ample evidence 
of the efficacy of this approach in eliciting a response. Therefore, this rejection is moot, and 
withdrawal of this rejection is respectfully requested. 

In responding to this rejection, Applicants continue to decline to characterize the peptide 
epitopes as linear, conformational, or some combination of these. As stated above, there is ample 
enablement for one of ordinary skill in the art to make and use the invention. Knowledge of 
the mechanism of the invention is not necessary to make and use the invention as claimed. 

The Examiner contends that there is no enablement due to difficulty in identifying 
homologous sequences, which relates to unpredictability concerning reduction of IgE 
binding/allergenicity. In response, without conceding the validity of the rejection, Applicants 
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have amended independent claim 1 to recite "and the allergen protein is selected from the group 
consisting of grass pollen allergens, mite allergens, weed pollen allergens, tree pollen allergens, 
and insect allergens." Independent claim 17 specifically recites sequences for the peptide 
epitope. New claims 36-45 (which depend from claim 1) recite specific protein allergens. 

The allergens as recited in claims 36-45 are well characterized and well known in the 
art. The specification at Table 8, beginning on page 100, lists several allergens. Table 8 provides 
journal references and/or accession numbers to public databases describing the characterization 
of these allergens. The numerous references and accession numbers cited in the table 
demonstrate that the allergen proteins are indeed well characterized. Furthermore, Table 9 in the 
specification, beginning on page 135, provides PDB structure files for many of the allergens, 
e.g., Der p 2 (PDB file: 1A9V), Der f2 (PDB files: 1AHK and 1 AHM), Bet v 1 (PDB files: e.g. 
1B6F, 1BTV, and 1BV1), and Ves v 5 (PDB file: 1QNX). Therefore, much information on the 
allergens as claimed, including structural information, is readily accessible to one of ordinary 
skill in the art and hence, the numerous individual allergen species are enabled. The enablement 
of the numerous individual allergens allows Applicants to rightfully claim the genera within 
which the species fall: Claim 1 recites the allergen genera grass pollen allergens, mite allergens, 
weed pollen allergens, tree pollen allergen, and insect allergens, all of which are outlined in the 
specification, as above. Finally, claim 17 provides the sequences for the peptide epitope and thus 
also provides sufficient guidance to one of ordinary skill in the art to make and use the invention. 
Therefore, the claims are fully enabled by the specification as filed. " 



It is the Examiner's position that the specification does not adequately describe any 
"allergen hybrid protein"; any "peptide epitope sequence"; any "scaffold protein"; any "scaffold 
sequence"; any "allergen protein"; any "grass pollen allergens"; any "mite allergens"; any "weed 
pollen allergens"; any "tree pollen allergens"; any "insect allergens"; any "hybrid vespid venom 
allergen protein"; and any "hybrid vespid venom allergen 5 protein." The scope of the claims is 
enormous and essentially encompasses any allergen protein having any number of additions, 
substitutions and deletions within its sequence. The resulting "allergen hybrid protein" doesn't 
even have to have a peptide epitope sequence that is native. The peptide epitope sequence can 
come from another unrelated allergen. Or, alternatively, the starting protein need not be an 
allergen at all so long as it comprises a peptide epitope sequence derived from any allergen. 
The recitation of any "grass pollen allergens"; any "mite allergens"; any "weed pollen allergens"; 
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any "tree pollen allergens"; any "insect allergens"; any "hybrid vespid venom allergen protein"; 
and any "hybrid vespid venom allergen 5 protein" are also not adequately disclosed in the 
specification. These claim recitations encompass as yet undiscovered allergens and any 
derivative thereof having any number of additions, substitutions and deletions, so long as they 
are "allergens" which elicit an IgE response. The specification has also not adequately disclosed 
the genus of all "scaffold proteins" and "scaffold sequences." The term "scaffold" does not limit 
these recited proteins and sequences at all. All proteins comprise sequence that determines the 
three dimensional structure. So, the fact that a sequence that determines the three dimensional 
structure of a protein is recited is not sufficiently described in the specification. 

Applicant's argument that the examples of the specification provide enablement for one 
of ordinary skill in the art to make and use hybrid proteins wherein the peptide epitope sequence 
is substituted for the scaffold sequence is not persuasive because the examples are not providing 
enablement that is commensurate in scope with the claims, which encompass an very large 
number of allergen hybrid proteins. Applicant's argument that the mechanism need not be 
known in order to make and use the invention is unpersuasive in light of the enormous number of 
allergen hybrid proteins encompassed by the claimed invention that must be made and used 
without sufficient guidance in the specification. Making and using the allergen hybrid proteins 
of the instant claims is unpredictable for reasons of record. 

The specification had not adequately disclosed peptide epitope sequences "in a loop or 
corner region of the hybrid protein" Because the instant claim recitations encompass an 
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enormous number of allergen hybrid proteins, a skilled artisan would be required to perform 
undue experimentation to determine whether or not the peptide epitope sequence of the resulting 
hybrid protein is in a loop or corner region. 

The specification has also not adequately disclosed a hybrid protein "wherein the scaffold 
protein has at least 50 percent identity to the allergen from which the peptide epitope sequence is 
derived" or "wherein the scaffold protein does not have more than 70 percent sequence identity 
to the allergen protein from which the peptide epitope sequence is derived." The claim 
recitations encompass proteins from at least 50% to no more than 70% sequence identity to the 
allergen protein from which the peptide epitope is derived. However, sequence identity over the 
entire allergen protein is not relevant because the claims only encompass a peptide epitope 
sequence. The allergen protein and the scaffold protein may have 0% sequence identity in the 
region of the peptide epitope sequence, though they have sequence identity in other regions. 
Whether or not the recited allergens were known and used at the time of invention is not 
persuasive since the claims encompass as yet unknown allergens and deriviatives of known and 
unknown allergens. Using those allergens would be unpredictable even though the allergens in 
claim 44 were known. A skilled artisan could not reasonably identify "structurally homologous" 
proteins for use as scaffolds in the instant invention because structural homology requires 
knowledge of the three-dimensional shape of a protein, yet the claims read on hybrid allergens 
for which the three-dimensional structure is not known. 
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For the same reasons of record, the nature of the epitope to be used in the invention is 
important since most allergic epitopes are discontinuous and are dependent upon the native 
conformation of the allergen yet the specification does not provide adequate guidance concerning 
the structure that the hybrid allergens are required to comprise. It is known that the structure of 
an allergen cannot be known a priori and that alteration of an allergen to reduce immunogenicity 
is unpredictable even when the epitopes responsible for binding IgE have been previously 
identified 

Therefore, based upon the breadth of the claimed invention, the lack of guidance 
and small number of working examples in the specification, and the teachings of the art 
concerning the unpredictability of allergenicity of polypeptides, the rejection of record is 
maintained since a skilled artisan would be required to conduct undue trials and errors 
to make and use the full breadth of the claimed invention. 

11. Claims 1-4, 7-18 and 44 are rejected under 35 U.S.C. 1 12, first paragraph, as 

containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

Applicant is in possession of : allergen hybrid proteins of wasp antigen 5 wherein peptide 
epitopes greater than 8 amino acids in length obtained from a wasp antigen 5 protein of one 
species are used to replace the corresponding peptide epitopes in a wasp antigen 5 protein of a 
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different wasp species and the resulting hybrid molecule demonstrates reduced allergenicity but 
maintains immunogenicity and maintains the conformation present in a wild-type wasp antigen 5 
protein. 

Applicant is not in possession of : an allergen hybrid protein having reduced allergenicity but 
retaining immunogenicity, comprising a peptide epitope sequence of an allergen protein and 
a scaffold protein that is structurally homologous to the allergen protein, wherein the 
peptide epitope sequence is 9 to 45 amino acids in length and the hybrid protein has a 
native conformation and the peptide epitope sequence is present in a surface accessible 
region of the hybrid protein corresponding to its position in the allergen protein and 
wherein the peptide epitope sequence is substituted for the scaffold sequence and the 
allergen protein is selected from the group consisting of grass pollen allergens, mite 
allergens, weed pollen allergens, tree pollen allergens, and insect allergens of claim 1; 
wherein the peptide epitope sequence is in a loop or corner region of the hybrid protein of 
claim 2; wherein the scaffold protein has at least 50 percent sequence identity to the allergen 
from which the peptide epitope sequence is derived of claim 3; wherein the scaffold protein 
does not have more than 70 percent sequence identity to the allergen protein from which 
the peptide epitope sequence is derived of claim 4; wherein the peptide epitope sequence is 9 
to about 35 amino acids in length of claim 7; wherein the peptide epitope sequence is 9 to 
about 25 amino acids in length of claim 8; wherein the peptide epitope sequence is 9 to about 
15 amino acids in length of claim 9; further comprising a signal peptide of claim 10; further 
comprising a protease processing site of claim 11; which is a hybrid vespid venom allergen 
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protein of claim 12; which is a hybrid vespid venom antigen 5 protein of claim 13; wherein 
the peptide epitope sequence is from the genus Vespula and the scaffold protein is from the 
genus Polistes of claim 14; wherein the peptide epitope sequence is from the species vulgaris 
of claim 15; wherein the scaffold protein is from the species annularis of claim 16; An 
allergen hybrid protein having reduced allergenicity but retaining immunogenicity, comprising a 
peptide epitope sequence of an allergen protein and a scaffold protein that is structurally 
homologous to the allergen protein, wherein said hybrid protein as a native conformation and 
said peptide epitope sequence is present in a surface accessible region of the hybrid protein 
corresponding to its position in the allergen protein wherein the peptide epitope sequence is 
substituted for the scaffold sequence, said hybrid protein is a hybrid vespid venom antigen 5 
protein, said the peptide epitope comprises PKKKFSGND (SEQ ID NO: 1 1) of claim 17; 
wherein the peptide epitope sequence comprises a conservative amino acid change of claim 
18; and wherein the peptide epitope sequence is from a Ves v 5 allergen claim 44. 

Applicant has disclosed only allergen hybrid proteins of wasp antigen 5; therefore, the 
skilled artisan cannot envision all the contemplated allergen hybrid possibilities recited in the 
instant claims. Consequently, conception cannot be achieved until a representative description of 
the structural and functional properties of the claimed invention has occurred, regardless of the 
complexity or simplicity of the method. 

Adequate written description requires more than a mere statement that it is part of the 
invention. See Fiers v. Revel, 25 USPQ2d 1601, 1606 (CAFC1993). The Guidelines for the 
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Examination of Patent Application Under the 35 U.S.C.l 12, "Written Description" 
Requirement make clear that the written description requirement for a claimed genus may be 
satisfied through sufficient description of a representative number of species disclosure of 
relevant, identifying characteristics, i.e., structure or other physical and or chemical properties, 
by functional characteristics coupled with a known or disclosed correlation between function and 
structure, or by a combination of such identifying characteristics, sufficient to show the applicant 
was in possession of the genus (Federal Register, Vol. 66, No. 4, pages 1099-1 1 11, Friday 
January 5, 20001, see especially page 1 106 3 rd column). 

V as-Cath Inc. v. Mahurkar , 19 USPQ2d 1111, makes clear that "applicant must convey 
with reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was 
in possession of the invention. The invention is, for purposes of the written description inquiry, 
whatever is now claimed." (See page 1117.) The specification does not "clearly allow persons 
of ordinary skill in the art to recognize that [he or she] invented what is claimed." (See Vas-Cath 
at page 1 116.). Consequently, Applicant was not in possession of the instant claimed invention. 
See University of California v. Eli Lilly and Co. 43 USPQ2d 1398. 



Applicant is directed to the final Guidelines for the Examination of Patent Applications 
Under the 35 U.S.C. 1 12, ^ 1 "Written Description" Requirement, Federal Register, Vol. 66, No. 
4, pages 1099-1 1 11, Friday January 5, 2001. 
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Applicant's arguments filed on 04/17/2007 have been fully considered, but are not found 
persuasive. 



Applicant argues: 

"Claims 36-45 recite specific allergen proteins. As noted above, these allergens are 
listed, e.g., within Table 8 of the specification which provides accession numbers and references 
that describe and characterize the allergen proteins. One of ordinary skill in the art would 
therefore recognize that Applicants had possession of the invention as claimed at the time of 
filing since Applicants provide ample description to produce the claimed hybrid allergen proteins 
based on the allergens listed within Table 8. Furthermore, Applicants are entitled to the full 
embodiment of that which they have invented. Claim 1 (from which claims 2-4, 7-13, 18, and 19 
depend) recites categories of allergens, as listed, e.g., in Table 8, in which the specifically 
claimed allergens fall. Claim 17 specifically lists the sequences of the peptide epitope. 
Applicants thus fully describe the invention as claimed and were in possession of, and entitled to 
claim, the invention as recited in the present claims. Therefore, Applicants have met the 
requirements within the written description requirement. 

The Examiner relies on The Regents of the University of California v. Eli Lilly, 19 
F.3d 1559 to state that disclosure of a single species does not provide adequate support to claim a 
genus and that definition by function does not suffice in claiming a genus. However, Applicants 
point out that, as stated above, several species are disclosed and fully enabled within the 
specification. These species, specifically claimed in claims 36-45, fall within genera as claimed 
within claim 1 . Also, since the claims recite specific genera, species, or sequences, the question 
of only providing a definition through function is moot. Thus, the claims meet the requirements 
of Lilly by providing non- functional characterization and having description of multiple species 
within the genera. 

Applicants have adequately described the invention as claimed to demonstrate 
possession and entitlement. Therefore, withdrawal of this rejection is respectfully requested. " 



It is the Examiner's position that the specification does not disclose a correlation structure 
of the hybrid allergen and function (reduced allergenicity but retaining immunogenicity) and in 
this case functional limitations ( "that is structurally homologous to the allergen protein"; "the 
native hybrid protein has a native conformation"; " the peptide epitope sequence is present in a 
surface accessible region of the hybrid protein corresponding to its position in the allergen 
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protein" of claims 1 and 17; wherein the peptide epitope sequence is in a loop or corner region 
of the hybrid protein" of claim 2; "wherein the scaffold protein has at least 50 percent sequence 
identity to the allergen from which the peptide epitope sequence is derived" of claim 3; "wherein 
the scaffold protein doe snot have more than 70 percent sequence identity to the allergen protein 
from which the peptide epitope sequence is derived" of claim 4; wherein the peptide epitope 
sequence is 9 to 35 amino acids in length of claim 7; "wherein the peptide epitope sequence is 9 
to 25 amino acids in length" of claim 8; "wherein the peptide epitope sequence is 9 to 15 amino 
acids in length" of claim 9; "which is a hybrid vespid venom allergen protein" of claim 12; 
"which is a hybrid vespid venom antigen 5 protein" of claims 13 and 17; wherein the peptide 
epitope sequence is from the genus Vespula and the scaffold protein is from the genus Polistes" 
of claim 14; "wherein the peptide epitope sequence is from the species vulgaris of claim 15; 
"wherein the scaffold protein is from the species annularis" of claim 16; and "comprises a 
conservative amino acid change" of claim 18) such that a skilled artisan would have known what 
allergen hybrid proteins attain the claimed function and functional limitations. "Possession may 
not be shown by merely describing how to obtain possession of member of the claimed genus or 
how to identify their common structural features" ex parte Kubin (83 U.S.P.Q.2d 1410 (BPAI 
2007)), at page 16. In this instant case Applicants have not provided any guidance as to what 
allergens, peptide epitope sequences and scaffold proteins will result in the claimed functions 
and functional limitations. "Without a correlation between structure and function, the claim 
does little more than define the claimed invention by function" supra, at page 17. 

Applicant's argument that Applicants provide ample description to produce the claimed 
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hybrid allergen proteins based on the allergens listed within Table 8 which fall within genera as 
claimed within claim 1 is not sufficient. The specification must also set forth the structural 
features that allow one of ordinary skill in the art to produce allergen hybrid proteins with 
reduced allergenicity but retaining immunogenicity in addition to hybrid allergens with the 
required functional limitations: "that is structurally homologous to the allergen protein"; "the 
native hybrid protein has a native conformation"; " the peptide epitope sequence is present in a 
surface accessible region of the hybrid protein corresponding to its position in the allergen 
protein" of claims 1 and 17; wherein the peptide epitope sequence is in a loop or corner region 
of the hybrid protein" of claim 2; "wherein the scaffold protein has at least 50 percent sequence 
identity to the allergen from which the peptide epitope sequence is derived" of claim 3; "wherein 
the scaffold protein doe snot have more than 70 percent sequence identity to the allergen protein 
from which the peptide epitope sequence is derived" of claim 4; wherein the peptide epitope 
sequence is 9 to 35 amino acids in length of claim 7; "wherein the peptide epitope sequence is 9 
to 25 amino acids in length" of claim 8; "wherein the peptide epitope sequence is 9 to 15 amino 
acids in length" of claim 9; "which is a hybrid vespid venom allergen protein" of claim 12; 
"which is a hybrid vespid venom antigen 5 protein" of claims 13 and 17; wherein the peptide 
epitope sequence is from the genus Vespula and the scaffold protein is from the genus Polistes" 
of claim 14; "wherein the peptide epitope sequence is from the species vulgaris of claim 15; 
"wherein the scaffold protein is from the species annularis" of claim 16; and "comprises a 
conservative amino acid change" of claim 18, but there is no guidance on mutant hybrid 
allergens with these properties. The working examples are not sufficient support for the genus of 
all allergen hybrid proteins encompassed by the claimed invention. In the instant case, definition 
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by function does not suffice to define the genus because it is only an indication of what the 
allergen does and what functional properties it has, rather than what it is. 

12. No claim is allowed. 

13. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nora M. Rooney whose telephone number is (571) 272-9937. 
The examiner can normally be reached Monday through Friday from 8:30 am to 5:00 pm. A 
message may be left on the examiner's voice mail service. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Eileen O'Hara can be reached on (571) 
272-0878. The fax number for the organization where this application or proceeding is assigned 
is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

February 19, 2008 
Nora M. Rooney, M.S., J.D. 
Patent Examiner 
Technology Center 1600 

/Maher M. Haddad/ 

Primary Examiner, Art Unit 1644 



